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1(k) Summay SATURIOTh Overdenture Implant System

ZestAnchors, LLC

SATUENOTh OGverdenture Implant jSystemn

Octobeir 28,12013

AD~MSTRATIVE INFjORMATION

Manufacturer Name Zest-AchorsLLC
'2061 Winerid",gePlace

EonioCA 902 029
Telehonef+1 760) 743-7,744 ext. '140'

Fax:: '+1 (760) 743-7975

Officia Contact Annie Wrigt
elatoo' AffairsManager,

Representative/CoPisultant Linda k. Schulz BDH, RDH'
Ke-vin A. Thomas, PhD,
PaxMed International, LLC
'12264 El Camino Real, Suit&'400
Saiego, CA 921310
Teiejlhore: +1 (858)'792k1235

F+1 (858)19-13
Email: LSchulz~paxmedxcom

k'lhiomas~paxned.com

DEVICE N4AM~E AND CLASSIFICATION

Trade/Proprietary Name SATUR40 TMd Overdenture Implant System'
Common Name Dentaljm~lant:

C1assification Name Implant, endasseous, root-formh
jClassification Regulation. Class 1i, 2 1 CFR 872.3640
Product Code, DZE

Classification panel Pental Products Panel,
Reviewing Branch Dental Devices'Branch'

Page 42 of 221



51 0(k) Sunmmary SATURNOTh Overdenture implant System

INTENDED USE

The-'SATURNO-rh Overdenturie Imipl~ant-System is designed to retain oyverderitures or partial dentures in
.the manidible or maxiIIa& The SODI isused to restore masticatory funrction for the patientland may-be,
suitabie'fer immediate function if ,sufficient primarystabiliiy of the implant is achieved atthe time of
placement.

DEVICE DESCRIPTION.

The SATURNO h Overdenture Implant (5001) System isla one-piece, seftpiithreadedl, root-formdenta. iplan-t with the autmnent porxtion being eler e self-tppingeihe s ghorangledfor overdente prosthei
attachment. SODI 'implants are provided in three diameters (2.0, 2.4 and 2.9 mm), three lengths (10, 12
and J4 mm) and two cuff, heights (2.0and 4.0 mm). Each size SODI implant has a 1.8 nimtattachifient:
ball and isialable witha straight or 200 angle4~b aUtment sectin.

EQUIVALENCE TO) MARKETED DEVICE.

Zest Anchors, LLC, LOCATOR!,Overdernteimplant System - K120198;

IMTEC ,Corporation, IMTEC SendaxMDI and:MDI Plus,- K(031106;,
IMTEC Corporation, MDI MUt One-Piece Imnplant 2;9 - K081653;

Intra-Lock Interna tional. Inc., M ini Drive-Lock~h Dental Implant System, k07601.

Non-clinical iesting data submit-ted, referenced, or relied upon to demosae substantial equivalence.
included: engieering anlsis, dimensional analysis,,static and dynamic compression-bending testing
according to ISO 14801 Dentistry - Implants,- Dynamic fatigue ,test for' endosseous dental implants.
Fatigue testing demonstratedithe subject device to be equivalent to or &tronger than the tested predicate
device.

The sibject device and the predicate devices encompass the same range of physical dimensions and
characteristics, including implantdiamneter, length,,and surface, treatment, Anyrdftbrences la Inthe
techmological -characteristics between'the subject device and the predicateldevices do riot raise newissues
of safety, or efficacy..

The dataincluded inthis submission demronrte ftsubstantial equii'alenceto the Oredicate devices listed
above. Clinical data were not submitted in this premarkcet notiflcation.

In conclusion, SATURNOTm Overdenture Implat System has the following simiflarijies to the predice
devices:

" has the same intended use,
" uses the samne operating principle.
*k incorporates te samre basic dein
*p incorporates-the same materials, and

'has similai pcaigand *i strlized usingthe same rnaterials and Processes,
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DEPARTM ENT OF HEALTH & HUMAN SERVICES public Hecalth Service

10903 New Hampshire, Avenue

Document Control Center - W066-0609
Silver Spring, MD) 20993-0002

June 25, 2014

Zest Anchors, LLC
C/O Linda K. Schulz
PaxMed International, LLC
12264 El Camino Real. Suite 400
San Diego, CA 92130

Re: K133327
Trade/Device Name: SATURNOTM Oiverdenture Implant System
Regulation Number: 21 CFR 872.3640
Regulation Name: Endosseous Dental Implant
Regulatory Class: 11
Product Code: DZE
Dated: June 16, 2014
Received: June 18, 2014

Dear Ms. Schulz:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determnined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
gzeneral controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be Subject to additional controls. Existing major regulations affecting your device can be
foaund in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.



Page 2 - Ms. Schulz

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting ofnmedical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire speciflc advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://wwwv.fda.fzov/MvedicalDevices/ResourcesforYoti/lndLstry/default.htm. Also, please note
the regulation entitled, 'Misbranding by reference to premarket notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803). pleasc go to
http://www.('da.Lov/Medicalflevices/Safetv /ReoortaPr-oblcm/default.htii for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7 100 or at its Internet address
littp://wAww. fdasiov/MedicalDeviccs/ResourcesforYou/lndustrv/default.htm~.

Sincerely yours.

Mary-Minner -S

Erin 1. Keith, M.S.
Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



5 10(k) Summary SATURNOTh Overdenture Implant System

Indications for Use

*51O(k)Number. K133327

Device Name: SATURNOTh Overdenture Implant System

The SATURNOTh' Overdenture Implant System is designed to retain overdentures or partial
dentures in the mandible or maxiii.. The SODI is used to restore masticatory function for the
patient and may be suitable for immediate function if sufficient primary stability of the implant is
achieved at the time of placement.

Prescription Use L. Over-The-Counter Use _ _

(Part 21 CFRSO01 Subpart D) ANIR(21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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